Considerations for the Quality Control of Newly Registered Traditional Chinese Medicine in China: A Review.
Background: The quality control of traditional Chinese medicine (TCM) has been essential for the development of TCM industry. In recent years, with the acceleration of TCM modernization, research on the quality control of TCM has reached a higher level. Objective: This article suggested a comprehensive approach to the quality control of TCM and proposed specific requirements for the quality control of newly registered TCM in various phases of development. Method: The views in this article are mainly derived from the laws and regulations of China and the authors' experiences. Results: It pointed out that the investigation on the quality control of TCM should be led by Chinese traditional medicine theory and guided by the clinical value. Moreover, it should follow the basic principle of "quality by design" and in-process control to establish a quality control system that embodies the characteristics of TCM and accurately reflects the safety, efficacy, and quality consistency. Given that TCM is a natural resource-dependent industry, the quality control of TCM should also focus on the protection and sustainable use of resources. Conclusions: TCM quality control should organically combine Chinese traditional medicine theory with modern science and technology, be guided by clinical value, pay attention to the protection and sustainable use of resources, fully embody the characteristics of quality by design (QbD) and in-process quality control, and gradually establish a quality control system in accordance with the features of Chinese traditional medicine. Highlights: The article has guiding significance for the research and development of newly registered TCM.